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DETAILED ACTION 

Response to Arguments 

Applicant's arguments, see page 4, filed 6/23/2008, with respect to claim objection have 
been fully considered and are persuasive. The objection of claim 53 has been withdrawn. 

Applicant's arguments filed 23 June 2008 have been fully considered but they are not 
persuasive. Applicant is arguing intended use with respect to a radiopaque markers. Use of 
radiopaque markers is routine in the catheter arts as evidence by US 5749848 (intrinsic evidence 
of record in the case). The prior art rejection is fully capable of the intended use and radiopaque 
marks are inherent being so conventional that the prior art need not explain there use beyond 
stating "positioning". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 53-58 and 61-63 are rejected under 35 U.S.C. 102(a and e) as being anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Faxon et al (US 5464395) and Jang 
et al (US 5749848 intrinsic evidence of record). Faxon et al discloses a system (fig. 2) that is 
useable to guide the advancement of a guidewire (45) from a location within the lumen of a 
blood vessel to a target location within or outside of the wall of that blood vessel (col 1 lines 12- 
16), said system comprising: 

an elongate flexible catheter body (10) that is advanceable through the vasculature into 
said blood vessel lumen (col 1, lines 12-16), said catheter body having a side wall and at least 
one lumen extending longitudinally therethrough (at 55); 

an opening formed in the side wall of said catheter body (at 65); 

a single tissue penetrating element (80) having a lumen (100), a tissue penetrating distal 
tip (90) and a distal end opening (95), said tissue penetrating element being alternately 
disposable in; 

a) a first position wherein the tissue penetrating element is substantially within the 
catheter body (fig. 2); and 

b) a second position wherein the tissue penetrating element assumes a predetermined 
curved configuration and extends out of the opening formed in the side wall of said catheter body 
so as to penetrate a wall of the blood vessel adjacent to the blood vessel lumen in which the 
catheter is positioned (fig. 1); and 
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a guidewire (45) that is advanceable through the lumen of the tissue penetrating element 
while the tissue penetrating element is in the second position; and 

inherently (as a matter of routine in the art, as supported by intrinsic evidence of record- 
Jang et al) one or more imageable (such as radiopaque) markers useable in conjunction with an 
imaging apparatus (such as by flouroscope x-ray) to facilitate adjustment of the rotational 
orientation of the catheter body within the blood vessel so that subsequent advancement of the 
tissue penetrating element will cause the tissue penetrating element to advance in the direction of 
the target location. If the marker and imager are not considered inherent, it is well known in the 
art to image a catheter using radiopaque markers and a fluoroscope to view and guide a catheter 
and therefore would have been obvious. 

Regarding claims 54-57, an anchoring member (balloon, 25), said anchoring member 
being deployable when the catheter body is inserted into an anatomical lumen such that a surface 
of the anchoring member will engage a wall of the anatomical lumen thereby preventing at least 
a portion of the catheter body from undergoing substantial movement within the anatomical 
lumen. 

Regarding claims 62-63, the imaging apparatus comprises an intravascular ultrasound 
imaging apparatus (the surface of the guidewire, 45) and the catheter body has a lumen (15) into 
which the imaging apparatus is inserted (the guide wire is inherently capable of being image 
intravascularly and is received in a lumen, the breadth of the claim does not limit the imaging 
apparatus to a transducer, which is well known in the art but not claimed). 
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Conclusion 

This is a RCE. All claims are drawn to the same invention claimed in the earlier 
application and could have been finally rejected on the grounds and art of record in the next 
Office action if they had been entered in the earlier application. Accordingly, THIS ACTION 
IS MADE FINAL even though it is a first action in this case. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no, however, 
event will the statutory period for reply expire later than SIX MONTHS from the mailing date of 
this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas J. Sweet whose telephone number is 571-272-4761 . The 
examiner can normally be reached on 6:45am - 5:15pm, Tu-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David J. Isabella can be reached on 571-272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Thomas J Sweet/ 

Primary Examiner, Art Unit 3774 



